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DETAILED ACTION 

Applicants' response, filed 3/15/2007, has been received. Claims 21 - 27, 29, 31 
- 44 and 48 - 51 are pending, and claims 38 - 44 and 45 - 50 are withdrawn as non- 
elected. Claims 1 - 27, 29, 31 - 37, and 48 are discussed on the merits below. 

Response to Arguments 
Applicants' arguments have been fully considered, and are persuasive. The 
rejections detailed in the office action mailed 1 1/15/2006 are withdrawn. 

The following rejections are necessitated by newly discovered prior art. 

Priority 

It is noted that Applicants' claim priority to US Patent Application 10/402,893, 
now US Patent No. 7,056,338. However the '893 Application (and '338 Patent) do not 
support a priority claim, Specifically, the '338 patent does not support the genus of 
"wherein the concentration of the at least one therapeutic agent in the matrix varies as a 
continuous gradient relative to a surface of the body of the implantable medical device". 
The '338 patent only supports the sub-genus wherein the concentration in the later 
applied layer (that is, the outermost layer) is smaller than that of the inner layer (col. 13, 
lines 5 - 21 , claims 1 - 3). Instant claims may have a greater concentration on the 
outside than the inside. 

Since the claims are not fully supported by the priority document, the effective 
filing date of instant Application is 2/11/2004. As such, US 2004/0073294 to Diaz et al. 
and US 2003/0068355 to Shanley et al. are competent references under 35 USC 
102(a). 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel } 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 21 - 27, 29, 31 - 37, and 48 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 - 12 of U.S. 
Patent No. 7,056,338. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because instant claims are generic as to the 
direction of the concentration gradient (that is, the greater concentration may be either 
on the inner or outer portion of the stent), whereas the patented claims only apply to 
concentration gradients wherein the greater concentration is on the interior of the stent. 
As such, copending claims are a species of instant genus claims, thus rendering the 
entire species of instant claims obvious. Note that copending claims refer to "holes" 
whereas instant claims refer to "recesses". However, the '383 patent defines holes as 
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including recesses (see col. 7, lines 42 - 43), so the two terms are understood to be 
commensurate or at least overlapping in scope. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 23 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The claim recites "a miscible organic solvent". However it is not clear what the 
organic solvent is miscible with. Thus, the artisan would not understand the metes and 
bounds of the claimed invention. 

Claim Rejections ~ 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 21 - 27, 29, 31 - 37, and 48 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Shanley et al., US 2003/0068355 ('355 or the '355 reference). 
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The '355 reference clearly discloses the method of instant claims. See examples 

2-5. 

Note that although there are two common inventors, the inventive entity of instant 
Application is different from that of copending application, and the '355 reference is 
therefore a competent reference under 35 U.S.C. 102(e). 

Claims 21 - 34, 27, 29, 32, 33, 36, 37, and 48 are rejected under 35 
U.S.C. 102(e) as being anticipated by US 2004/0073294 ('294 or the '294 reference). 

The '294 reference teaches a method of making a stent by adding beneficial 
agent to recesses in the body of the stent (figures 1 , 2 and descriptions thereof, 
paragraphs 0038 - 0041). The beneficial agent is added from a solution with a polymer 
binder (PLGA) and DMSO as the solvent (paragraphs 0091 - 0093), which solidifies by 
evaporation of solvent. The first layer (paragraphs 0091) has no therapeutic agent, and 
is equivalent to the dissolution barrier of instant claim 34). In some embodiments, there 
is a second, capping layer on top of the therapeutic agent containing layer, the capping 
layer containing no therapeutic agent (paragraphs 0046 and 0093) commensurate with 
instant claim 35. Generally, the therapeutic agent is added in successive layers 
(paragraphs 0040 - 0045, figure 2 and description thereof) in order to impart a 
concentration gradient to the final product. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or(g) 
prior art under 35 U.S.C. 103(a). 

Claims 21 - 27, 29, 31 - 37, and 48 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over US 5,624,41 1 to Tuch in view of US 5,707,385 to Williams. 

The teachings of Tuch have been discussed previously. 

What is lacking is a teaching of filling recesses with the drug-containing polymer 

matrix. 

Williams teaches an improved method for forming stents, and stents formed 
thereby. Williams teachings include forming a sheath for a stent that encircles the stent 
body, the sheath having recesses or holes (abstract, figures 9-13 and description 
thereof). This configuration is advantageous because it increases the artisan's ability to 
control the release and diffusion rate of the drug from the stent (col. 6, lines 41 - 57). 
The drug is placed in the stent by making a drug-polymer matrix in a solution, and 
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loading the matrix into the recesses, and then solidifying the drug-polymer mixture (col. 
1 1 , lines 35 - 49, col. 2, lines 30 - 40, coL 9, lines 55 - 67, col. 1 0, lines 49 - 67). 

It would be prime facie obvious to a person of ordinary skill in the art at the time 
of the invention to use the method of Tuch (involving sequential addition of drug- 
polymer solutions with different drug concentrations) to add drug to the sheathed-stent 
of Williams. The motivation comes from both Tuch and Williams, who each teach the 
advantages of their particular methods in controlling the release of the drug. Tuch 
achieves a near zero-order release rate by layering, and Williams achieves easy control 
over the release duration by loading the drug in recesses. The artisan would thus 
expect the combination to achieve a controlled, near zero order release rate and an 
easy control over the duration of release. Since Williams' sheathed stent is loaded in a 
manner very similar to that of Tuch (that is, by application of a drug-polymer solution), 
the artisan would enjoy a reasonable expectation of success. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 4:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571 272 8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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